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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Attorney Docket No.: VII/P00212US4 

In re application of 
KUZMAK et al. 



Ser. No.: REISSUE 09/New 

Parent Ser. No.: REISSUE 08/927,494 

Filed: November 23, 1998 

Parent Filed: September 11, 1997 

For: LAPAROSCOPIC ADJUSTABLE 

GASTRIC BANDING DEVICE AND 
METHOD FOR IMPLANTATION AND 
REMOVAL THEREOF 



Examiner : 
Art Unit; 



H. TRINH 
3309 



PRELIMINARY AMENDMENT 
Honorable Assistant Commissioner of Patents 
Washington, D.C. 20231 
SIR: 

Prior to examination thereof, please amend the above- 
identified application as follows: 



IN THE SPECIFICATION: 

After the Title, insert the following paragraph: 

This is a division of application Serial No. 08/927,494 
filed on September 11, 1997, which is a reissue application of U.S. 
Patent No. 5,449,368, which issued September 12, 1995 from 
application Serial No. 08/059,592 filed on May 12, 1993. -- 



IN THE CLAIMS: 

Please cancel claims 1-41 and substitute with new claims 42 
and 43 . 

42, A gastric band for the treatment of morbid obesity, 
said band being adapted for laparoscopic placement around the 
stomach of a patient, said band comprising a body portion having a 
head end and a tail end and an inner stomach- facing surface 
therebetween, said tail end comprising an elongate tubular member 
having means thereon for providing a fluid tight connection of said 
tubular member to an injection reservoir, said head end having 
means thereon for receiving said tail end and locking said band 
into a circle having an inner diameter and an inflatable member 
substantially entirely coextensive with said inner stomach- facing 
surface of said body portion of said gastric band when said band is 
locked into said circle having said inner diameter, and which said 
inflatable member is in fluid communication with said tubular 
member . 
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43. A gastric band for the treatment of morbid obesity, said 
band being adapted for laparoscopic placement around the stomach of 
a patient, said band comprising a body portion having a head end 
and a tail end and an inner stomach- facing surface therebetween, 
said tail end comprising an elongate tubular member having means 
thereon for providing a fluid tight connection of said tubular 
member to an injection reservoir, said head end having means 
thereon for locking said band into a circle having an inner 
diameter and an inflatable member substantially entirely 
coextensive with said inner stomach- facing surface of said body 
portion of said gastric band when said band is locked into said 
circle having said inner diameter, and which said inflatable member 
is in fluid communication with said tubular member. 

REMARKS 

In accordance with the provisions of 37 C.F.R. § 1.607, 
applicant seeks to have an interference declared between this 
application and an unexpired patent, 

(1) The purpose of filing this divisional application of 
reissue application Serial No, 08/927,494 is to provoke an 
interference with U.S. Patent No. 5,601,604 to Vincent, 

(2) The proposed count is as follows: 

A gastric band for the treatment of morbid obesity, 
said band being adapted for laparoscopic placement around 
the stomach of a patient, said band comprising a body 
portion having a head end and a tail end and an inner 
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stomach- facing surface therebetween, said tail end 
comprising an elongate tubular member having means 
thereon for providing a fluid tight connection of said 
tubular member to an injection reservoir, said head end 
having means thereon for locking said band into a circle 
having an inner diameter and an inflatable member 
substantially entirely coextensive with said inner 
stomach- facing surface of said body portion of said 
gastric band when said band is locked into said circle 
having said inner diameter, and which said inflatable 
member is in fluid communication with said tubular 
member . 

The single claim of the Vincent patent corresponds to the 
count . 

(3) In this divisional application, claims 1 to 41 have been 
canceled and new claims 42 and 43 are substituted therefor. Claim 
42 is identical to the single claim of Vincent and corresponds to 
the proposed count. The only difference is that the count omits an 
immaterial limitation with respect to the "receiving" of the tail 
end by locking means on the head end. The count still provides 
that the locking means on the head end locks the band in a circle 
having an inner diameter which, as discussed below, is a key 
feature of the Vincent claim. Claim 43 corresponds to the single 
claim of the Vincent patent with the aforesaid immaterial 
limitation omitted and is identical to the proposed count. 
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The Vincent patent was brought to the attention of the 
Examiner in the Amendment (response) filed in the parent reissue 
application. In that response, it was pointed out that claim 41 of 
the parent application substantially corresponds to claim 1 of the 
Vincent patent and it was requested that an interference be 
declared. However, in response, the Patent & Trademark Office 
simply mailed out a Notice of Allowance. Although this is not of 
record, when the undersigned telephoned the Examiner to find out 
what happened, he was first told that the Notice of Allowance would 
be withdrawn and an interference would be declared as requested, 
and then later told that the issue fee should be paid and that the 
interference would not be declared. The reason given for not 
declaring the interference, as understood by the undersigned, was 
that the two claims in question are not directed to same invention 
because the claim in the Vincent patent is broader than claim 41. 
Although the applicant does not agree with the assertion that 
different inventions are being claimed in the two claims in 
question, this divisional application is being filed and claims 42 
and 43 are being added so that there can be no question as to 
whether the same invention is being claimed. 

(4) As indicated above, Claim 42 has been directly copied 
from the Vincent patent while claim 43 corresponds to claim 42 with 
an immaterial limitation omitted therefrom. This is a broadened 
reissue filed within two years of the original patent grant and as 
provided for byM.P.E.P. 1412.03, applicant may further broaden the 
claims in this application. 
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(5) Claim 43 (which is identical to the count) is supported 
in this application as follows: 

The Kuzmak device is a gastric band for the treatment of 
morbid obesity and is adapted for laparoscopic placement around the 
body (see, e.g., column 2, lines 1-8); The band (10) includes a 
body portion (12) having a head end (12a) and tail end (12b, 12c) 
and an inner stomach- facing surface (to which an inflatable member 
24 is attached) therebetween; 

The tail end is an elongate tubular member having a channel 
(14) connected by means in the form of a tube (26) in a fluid-tight 
manner to an injection reservoir (28) ; 

The head end includes an opening (20a) in a band locking 
element (20) thereof which receives a locking element (30) of the 
tail end and locks the band into a circle having an inner diameter 
(see, e.g.. Figure 4) ; More generally, as provided for in claim 43, 
the band locking element (2 0) locks the band into a circle as 
claimed; 

The expandable or inflatable member 24 is substantially 
entirely coextensive with the inner stomach- facing surface of the 
body portion (again, see Figure 4) when the band is locked into the 
circle having an inner diameter; and 

The inflatable member (24) is in fluid communication with the 
tubular member through tubular connection 14a (see also, column 4, 
line 67 to column 5, line 3) . 

(6) Regarding the requirements of 35 U.S.C. 135(b), although 
claim 43 was not present in this application until one more year 
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after the issue date of the Vincent patent, claim 41, which was 
presented as an original claim in the parent reissue application, 
is for substantially the same subject matter as claim 1 of the 
Vincent patent. The parent reissue application was filed nine 
months from the issue date of the Vincent patent (September 11, 
1997 versus February 11, 1997) . 

Considering claim 41 in more detail, this claims is literally 
readable on the Vincent patent and is most certainly directed to 
the substantially same subject matter as the single claim in the 
Vincent patent. In this regard, the Vincent patent which is 
directed to a gastric banding device as claimed in claim 41 
including a band member (10) in which a securing means (elements 13 
and 19) secures the free end (at 19) to an intermediate portion (at 
13) so that a band portion (11) forms a band of predetermined fixed 
diameter around the stoma opening. The securing means comprises 
first and second fixed interlocking means (elements 13 and 19) as 
claimed, and an expandable section ("balloon" 16) is secured to an 
inner stomach facing surface of the band portion (11) and extends 
substantially coextensively therewith for varying the size of the 
stomach opening. The expandable section (16) is connected "by 
means of a fluid tight connection through an elongate tubular 
member to an injection reservoir so that expandable section is in 
fluid communication with said injection reservoir," Tube 14 
connects balloon 16 to a non-illustrated reservoir or remote fill 
port and this claim language closely tracks that of Vincent claim 
1. 
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In general; in addition to the language to which reference has 
just been made, the overall language of claim 41 tracks that of 
Vincent claim 1 with the possible exception of the recited securing 
means comprising "first and second fixed interlocking means." 
However, it is clear that the corresponding "means . . . for , . . 
locking said band into a circle" of Vincent claim 1 requires two 
fixed "locking means" (as illustrated by locking elements 13 and 19 
of the Vincent patent) . Moreover, insofar as patentability is 
concerned, it is the broad provision of a means for locking the 
band into a circle having an inner diameter (i.e., into a circle 
having a predetermined, fixed diameter) that is important, in 
combination with the provision of the inflatable member 
"substantially entirely coextensive with the inner stomach- facing 
surface of the portion of said gastric band when said band is 
locked into said circle." This is evident from the prosecution 
history of the Vincent patent wherein, in distinguishing over an 
earlier Kuzmak patent (the '339 patent) , emphasis was placed on the 
provision of "a single position for locking the head and tail into 
an encircling position" (emphasis in the original) since "[t]his 
enables the inflatable member to be designed such that it is 
substantially coextensive with the entire inner circumference of 
the band when the band is locked into an encircling position." 
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Declaration of an interference is respectfully solicited. 



Respectfully submitted, 
LARSON 8c TAYLOR 




Rqfss F. Hunt, Jr. 
Registration No. 24082 



1199 North Fairfax Street, Suite 900 
Alexandria, Virginia 22314 
(703) 739-4900 



Dated: December 



1998 
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LAPAROSCOPIC ADJUSTABLE GASTRIC 
BANDING DEVICE AND METHOD FOR 
IMPLANTATION AND REMOVAL THEREOF 

^ CROSS REFERENCE TO RELATED 

APPLICATIONS 

This applicatiott is a continuatioa-m-part of my appli- 
cation Sen No, 08/019,302, filed oa Feb. 18, 1993, cnti- 
10 tied **Adjtistable Gastric Banding Device.'* 

FIELD OF THE INVENTION 

The present invention relates to a device for the treat- 
ment of morbid obesity, and, in particular, relates to 
15 gastric banding devices which encircle a portion of the 
stomach to form a stoma opening of reduced diameter 
so as to restrict food mtake. 

DESCRIPTION OF THE PRIOR ART 

20 In the previously known stoma adjustable silicone 
gastric banding (SASGB), disclosed in U,S. Pat. No. 
4,592,339 (Kuzmak ct aL), which is hereby incorporated 
by reference, an inflatable or expandable section of a 
gastric band covers a portion of the circle defined by 

25 the band- The C3cpandable section of the device permits 
some adjustment of the size of the stoma opening both 
intraoperatively and postoperatively. This device is 
simple in construction and enables the desired diameter 
of ^e stoma opening to be maintained. U.S. Pat No. 
4,696,288 (Kuzmak et aL), which is also herdsy incorpo- 
rated by reference, discloses a calibradng apparatus 
which facilitates controlling the size of the stoma \^dth a 
gastric band. 

Even with the ability to adjust the stoma size, it may 
still be desu*able in given situations, e.g^ obstruction of 
the stoma from edema and migration of the band to 
remove the band entirely when deflation is insufficient 
to relieve the condition. A scheme for enabling gastric 

^ bands to be removed is discussed in U.S. Pat No. 
5,074,868 (Kuzmak), which is hereby incorporated by 
reference. When a remotely situated pull cord is re- 
tracted, a suture cutting blade severs sutures securing 
overlapping portions of the band which endrcle the 

^5 stomach. Another removable gastric band device is 
disclosed in U.S. Pat No. 5,160,338 (Vincent). 

A laparoscopic gastric band and a method for using 
such a band is disclosed in U.S, Ser. No, 07/719,123, 
filed Jun. 20, 1991, in the name of Lubomyr L Kuzmak. 

5Q Reference is also made to Lubomyr L Kuzmak, "Stoma 
Adjustable Silicotte Gastric Banding,*? Problems m 
General Surgery, Volume 9,.Na 2, J, B. Lippincott Co., 
April/Jutte 1992. 
Although the devices disclosed in the Kuzmak and 

55 Kuzmak et al patents and patent application referred to 
above have proven to be successful in practice, some 
potential disadvantages remain. For example, the belt- 
like band construction of the devices wherem one end 
of the band fits through a buckle at the other end can be 

60 difficult to tighten, and bulges are created at the ends of 
the inflated or expanded section (caused by the fact that 
the expanded section only partially extends around the 
circumference of the band), thereby resulting in local- 
ized compression of the stomach wall. Further, the 

65 parts of the band must be sutured together when the 
band is placed at a desired position around the stomach 
and this suturing can be difficult to carry out 
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SUMMARY OF THE INVENTION 

It is an object of the present invention to provide a 
laparoscopic S ASGB which is more effective in provid- 
5 ing uniform modification of the stoma size, is less inva- 
sive to the stomach wall, and is also easily reversible. 

It is a further object of the present invention to pro- 
vide a laparoscopic gastric band positioned around the 
stomach which includes a locking element secured by a 
10 remotdy removable device which eliminates or sub- 
stantially reduces the discomfort caused to some pa- 
tients by related devices. 

It is another object of the present invention to elimi- 
nate bulgmg associated vnth SASGB devices of the 
15 prior art and thus eliminate localized compression of the 
stomach wall. 

It is a further object of the present invention to dimi- 
nate the need for suturing of the band together in order 
to secure the band at a desired position around the stom- 
20 ach. 

It is a further object of the present invention to pro- 
vide a SASGB having an increased range of stoma 
adjustment 

In accordance with a one aspect of the invention, a 

25 gastric banding device is provided for formmg a stoma 
opening in a stomach so as to restrict food mtake to the 
lower digestive portion of the stomach and which is 
particularly adapted for use in, but not limited to, 
laparoscopic implantation and removal of the device. 

30 According to a preferred embodiment thereof, the de- 
vice comprises: an elongate band member including a 
band portion for, in use, cadrcling a stomach to form a 
stoma opening in the stomach, the band member includ- 
ing a fiie end; an expandable section secured to the 

35 band portion of the band member for varying the size of 
the stoma opening; a securing member located near the 
free end of tiie band member and protruding Outwairdly 
there&om; a recess, formed in an intermediate portion 
of the band member segment having a fhtnVn^g greater 

40 than the thiclcness of the remainder of the band member, 
for rccd\dng the securing member thcrcii^ and. means 
for retaining tiie securing member in the recess so that 
the band portion forms a drcle of a predetermined fixed 
diameter around the stoma opening. 

45 Advantageously, the retaining means con^rises a 
moveable threaded bolt, and in a preferred embodi- 
ment, the securing member includes a threaded bole 
therdn in which the bolt is received. Hie bolt prefera- 
bly comprises a distal part of an el<Migate control cle- 

50 ment located within the band member and extending 
longitudinally thereof. The control element includes a 
proxunal end vAdch extends beyond the band member 
for allowing remotdy controlled release of the securing 
member from the recess by movement of the bolt Ad- 

55 vaatageously, the device fiirther includes a guiding 
plate, located within the band member of on one side of 
the recess, for guidmg the movement of the bolt, and a 
holding plate located within the band member on the 
other side of the recess, for retaining the free end of the 

60 bolt 

The expandable section preferably comprises an ex- 
pandable member corresponding to that discussed 
above, Lc, one extcndmg around substantially the entire 
circumference of the band portion, Le,, the portion that, 
65 in use, encircles the stomach walL 

A remotely disposed fluid mjection unit is preferably 
provided which is in fluid connection with the expand- 
able section through the band member such that the size 
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of the stomach opening can be altered by adding or 
withdrawing fluid to cause expansion and retraction of 
the expandable section. 
Advantageously, a barrier means is provided for pre- 

5 venting tissue from growing around the securing mem- 
ber* The barrier means preferably comprises a soft 
sponge-like silicone barrier element 

Preferably, a thin loop is formed around the securing 
member for ensuring a secure fit between the securing 

10 member and the recess. 

In accordance with a furthw aspect of the invention, 
a method is provided for removing a band having an 
expandable section encircling a stomach which forms a 
circle of a predetermined fixed diameter by employing a 

15 securing means to retain a locking dement projecting 
from said band at a location near the distal end of said 
band into a recess formed at an intermediate location 
along said band, the method comprising the steps of: 
retracting the securing means so as to release the lock- 

20 ing element from the recess cutting the band dose to 
the recess on a side of the recess opposite the expand- 
able section, the securing means being suf&ciently re- 
tracted such that it is not severed by the cutting remov- 
ing the cut portion not containing the recess and the 

25 expandable section through a small incision; and laparo- 
scopically removing the remainder of the band contain- 
ing the recess and the expandable sectioiL 

In accordance with an additional aspect of the inven- 
tion, a method is provided for removing a band cncir- 
cling a stomach which forms a drde of a predetermined 
fixed diameter by employing a securing means to retain 
a locking dement projecting from said band at a loca- 
tion near the distal end of said band Into a recess formed 

2^ at an intermediate location along said band, the method 
comprising the steps of; completely removing the secur- 
ing means through a small indsion, thus also rdeadng 
the locking dement from the recess; and laparoscopi- 
cally removing the band. 

Preferably, for dther method described above, the 
further step of removing an injection port in communi- 
cation with the expandable section througih the small 
incision prior to the laparoscopicaHy removing stssp is 
also performed. 

45 In accordance with yet another aspect of the inven- 
tion a method is provided for laparoscopically implant- 
ing a gastric band de\dce induding an endrding band 
portion which, in use, endrdes a stomach so as to form 
a restricted stoma opening for limiting food intake to 

50 the lower digestive portion of the stomach, the gastric 
band device induding an expandable sectJon secured to 
the endrding band portion for varying the aze of the 
stomach opening, an dongatc band portiott incorporat- 
ing a remotely operable securing means for, when the 
55 device is implanted, retaining a locking dement project- 
ing from the gastric band device at a location near the 
distal end of the encircling band portion in a loddng 
position wherein the locking dement is received in a 
recess formed at an intermediate location along the 
60 gastric banding deface so that, when the band is im- 
planted, the endrding band portion forms a drcle of a 
predetermined fixed diameter around the stoma open- 
ing, and expansion control means, communicating with 
the expandable section through a channd formed in the 
65 dongate band portion, for controlling expandon and 
contraction of said expandable section, said method 
comprising the steps of: 
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using an endoscope introduced into an cannula to 
dissect tissue surrounding the stomach to provide a path 
for the elongate band portion of the gastric band device; 

laparoscopically introdudng the gastric band into the 
5 abdominal cavity such that said endrcling band portion 
encircles the stomach and said locking element is in- 
serted in said recess so tixat said encircling band portion 
forms a circle of predetermined fixed diameter around 
said stoma opening of the stctmach; 
10 operating said securing means to lock said loddng 
element in said recess; and 

implanting said expansion control means in the ab- 
dominal muscle walL 

Other features and advantages of the invention will 
15 be set forth in, or apparent from, the following detailed 
description of preferred embodiments of the invention. 

BRIEF DESCRIPTION OF THE DRAWINGS 

The invention vn^ now be described in further detail 
20 with reference to the accompanymg drawings, wherdn: 
FIG. 1 is a perspective view of the modified laparo- 
scopic SASGB device of the present invention as 
placed in position around a stomach; 
FIG. 2(a) is a side view of the SASGB device con- _ 
25 structed in accordance with a preferred embodiment of 
the present invention, showing the device m an ex- 
tended, rest state, 

FIG. 2(6) is a cross sectional view of a detail of FIG, 
2(a) showing the locking recess or slot; 
30 FIG, 3(a) is a top plan view of the device of FIG. 

m; 

FIG. Z(b) is a side view of the locking dement of the 
device of FIG. 2(a); ■ 
FIG. 4 is a side view of the device of FIG. 2(a) with 
35 the band locked in place to form a circle or loop; 

FIG. 5(a) is a side view of the device shown in FIG. 
2(a) with the band unlocked; and 

FIG. 5(b) is a side view of the de^dce shown in FIG. 
2(a) with the band unlocked and the locking bolt and 
40 associated control member completely removed 

DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

Referring to HG, 1, a SASGB device;, generally 

45 denoted 10, is shown in place around a stomach S. More 
particularly, the device 10 comprises a band 12 which 
includes a loop or encircling portion (whicli is not fully 
vidble in FIG. 1) that, in use, fully cndrcles the stom- 
ach S so as to form stoma opemng at the loop portion, 

50 thereby restricdng food intake to the lower cHgestive 
portion of the stomach S. As described in more detail 
bdow, a channel 14 allows fluid to be transmitted to or 
removed firom an expandable section or portion of the 
device 10 which is not visible m FIG. 1, whilea further 

55 chan n el 16 contams an elongate control member 18 for 
a sectiring or locking mechanism for encircling loop. 

The SASGB device 10 of FIG. 1 is shown in more 
detail m FIGS. 2 to 5. As shown in these figures, the 
band lockmg device referred to above includes an out- 

60 wardly projecting securing or locking member 20 lo- 
cated towards the tip or firee (distal) end of the band 12 
and a recess or slot 22 in which locking member 20 is 
received, as described herdnafter. The abovementioned 
expandable or inflatable section of the band 12 is de- 

65 noted 24, and extends along the entire band portion 12a 
which, in lase, encircles the stomach, as is perhaps best 
seen in FIG. 4. The channel 14 itself forms a passage, or 
accommodates a separate tube 26, which connects the 
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expandable or inflauble section 24 of the band 12 with 
an injection unit 28 for injecting or removmg solution in 
order to adjust the size of the stoma opening. This solu- 
tion is a physiologically compatible fluid, such as saline. 
5 Considering the securing or locking mechanism in 

more detail, the recess or slot 22 located in an intermedi- 
ate band portion Hb is shaped to accommodate locking 
member or clement 20 therein when the distal end of 
band 12 is formed into a loop as shown in FIG, 4. The 
10 lockmg element 20 has a hole 20j therein through 
which a screw threaded lockmg bolt 30 formed at the 
end of the control member 18 introduced through chan- 
nel 16 (and best seen in FIG. 4) is inserted, thus securing 
the lockmg member 20 in the recess or slot 22. As can 
j5 best be seen in FIG. 2(b), a first, holding or retaking 
plate 32 having an opening 32a therein is provided near 
the free or distal end of channel 16 adjacent to recess 22 
to hold the tip of the threaded screw bolt 30. Plate 32 is 
bonded into the band IZ The opening 32a in the plate 
32 is sized to fit or match the shape of the tip of the 
screw bolt 30 and is not threaded. A second, guiding 
plate 34 has an opening 34a therein the diameter of 
which equals the diameter of the bolt 30 without the 
screw thread, Plate 34 is bonded into band 12 on the 
25 other side of the slot 22. The control member 18, which 
terminates at the distal end thereof in the threaded lock- 
ing bolt 30, extends at the opposite proximal end thereof 
beyond the length of the band 12, thus enabling move- 
ment of bolt 30, and hence locking of the distal end of 
3Q the band 12 m recess 22, to be controlled remotely. 

As is shown in FIGS. 2(a) and 3(a), the band thick- 
ness of the receiving segment or portion of the band 12^ 
is greater than the thickness of the remainder of the 
band. This increased thickness is necessary in order to 
35 accommodate the thickness of the locking element or 
• projection 20 formed near the distal end of the band, 
while still allowing channel 14 to reach the inflatable 
portion 24, 

In a spcdfip, non-limiting but advantageous cmbodi- 
^ ment, the band lockmg clement 20 and the band 12 itsdf 
are preferably made of silicone and, as described above, 
the former has an opexung 20a with a screw type thread 
for locking the band 12 in place around the stomach. 
The proxunal edge of the band lockmg element 20 is 
preferably U centimeters from the tip or free end of the 
band. Further, the band locking element 20 is preferably 
of the truncated polygonal shape shown in the drawings 
and has ahdght of 4mxlluneters and a length at its base 
of 6 millimeters. The inflatable section or part 24 is 
preferably reinforced and in the exemplary embodiment 
under consideration, the section 24 is 8 centimeters in 
length. Keinforcement of the ^des of the inflatable part 
24 is important in order to eliminate side bulging and to 
mcrease the drcular inflation which is important in 
providing stoma calibration. The silicone covering the 
band 12 may be used for rcuiforccment. The tube 26 
located within channel 14 is also preferably made of 
silicone. The retahiing plate 32 and the guiding plate 34 
are preferably made of silicone and arc located 1 J centi- 
meters from the recess or slot 22 on oppoate sides 
thereof. Bolt 30 is advantageously made of silicone or 
plastic as is control element 18. 

The band 12 is, as stated, preferably made of dlicone 
and is wider than previously used bands, advanta- 
geously 13 mm. The band thickness of the portion of the 
band 12a covered by the inflatable section 24. Le,, that 
which encircles the stomach, is .similar in thickness to 
previous bands, preferably 2 mm. The band thickness of 
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the receiving segment is preferably between 4 to 6 mm. 
The band thiclaicss of the elongate band portion 12c is 
preferably between 2 to 4 mm, and is roughly one-half 
to two-thirds of the thickness of the receiving segment 
5 The front part of the band 12, Le,, band portions 12a and 
Uh, mdicated by bracket Z6, is preferably rdnforced 
with a mesh of Dacron polyethylene terephthalate. The 
remammg elongate band portion 12c is preferably not 
remforccd so that it is soft and flcacible. 

10 In order to better accommodate the positioning of the 
band parts in the locking poation, a thin loop of sili- 
cone, indicated at 38 in FIG. 3(a), is bonded around the 
projecting barrier or locking element 20. Additionally, 
a soft sponge-like siHcone guard portion, indicated at 40 

15 in FIG. Z(a) and HG. Z(bX is advantageously placed 
around the projecting locking clement 20 in order to 
prevent the capsule tissue, Lc», tissue forming a cj^jsule 
around the band, fipom growing into that space. Such 
capsule tissue may cause some limited resistance when 

20 the band is removed without major surgery. Linear 
maridngs (not shown) may be placed on both parts of 
the band 12 tiiat are joined together as shown in FIGS. 
4, S(a) and S(b) so that when the marlnngg are matched 
with each other, an indication is prcwded that the lock- 

25 ing parts are in correct podtion. As noted above, FIG, 
4 shows the device in the fully locked position with the 
bolt 30 fully extended through the .projection lockmg 
clement 20 and into the holding or retaining plate 32. 
The diameter of the locked" band, Le., the band ia the 

30 dosed position shown in FIG. 4, is preferably 4 cm, 
althou^ a diameter between about 4 to 6 cm could be 
acceptable. 

As set forth above, the band device 10 is particularly 
adapted to be kparoscopically implanted. In this re- 

35 gardy although the device disclosed in application Ser. 
No. 08/019,302 filed on Feb. 18, 1993, can also be 
laparoscopically implanted and, in this regard, is not 
limited to any particular method of implantatioot the 
differences between the device of the present applica- 

40 tion and that pfthe earlier application, and niore specifi- 
cally, the increased fleability and the thmner, more 
strcamlmed shape of the gastric band device of the 
invention fadlitate l^^iaroscopic implantation thereof. 
In general, the laparoscopic procedure used to implant 

45 the device is that disclosed in Ser. No. 07/179,123, filed 
on Jun. 20, 1991, the content of which is hereby incor- 
porated by reference. In fact, the only differences in the 
procedure flow from the dyferences in the two band 
devices. In this regard, the band 12 of the mventxon 

50 would be placed around the stomach in the same gen- 
eral way after udng an endoscope introduced into a 
cannula to dissect tissue surrounding the stomach so as 
to provide a path for the gastric band 12. However, m 
contrast to the earlier device, the remotely controlled 

55 movement of the control member 10 would be used to 
provide locking of the locking mechanism (compriang 
locking clement or projection 20 and slot or recess 22), 
thus fixing band 12 in place in an cndrcling relation 
around the stomach. The injection unit 28, located at 

60 the end of the band 12, would be implanted m the ab- 
dominal wall muscles, as in the prior application, and 
the overall laparoscopic procedure would likewise be 
similar. 

Considering methods of removal of the band 12 after 
65 implantation, as indicated above, the living body in 
which the device of the invention is inserted creates a 
thin capsule around the implanted silicone band 12 that 
is not adhered to the band 12. By exposing the site of the 
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injection unit implantation, i.e., the site at which unit 2S 
is disposed within the abdominal wall muscles, the prox- 
imal end of the band 12 is exposed as well. Through 
displacement of the threaded bolt 30 by remotely con- 
trolled movement of control member 18, the band lock- 
ing mechanism (comprising locking element 20 and slot 
or recess 22) can be released. 

In accordance with one method of removmg the 
band, the control member 18 and the locking bolt 30, 
which are stiff and difficult to cut relative to elongate 
band portion 12cv are removed sufficiently ftom the 
band 12, as shown in FIG. 5(a), so that the elongate 
portion He, Lc, the portion not containing the recess 22 
or the expandable section 24, may be easily cut dose to 
recess 22, without cutting the control member 18. This 
allows the relatively thin band portion 12c to be re- 
moved vdth the injection unit 28 through the site of the 
injection unit implantation, preferably in the abdominal 
muscles near the skin. The remainder of the SASGB, 
ic, portion 12^ containing the recess 22 and portion 12dr 
containing the expandable section 24, can then be re- 
moved laparoscopically at the site of the these portions 
of the band 12, le, at the stoma opening. 

Alteroativdy, referring to FIG. 5(b), the SASGB of 
the present invention can also be removed by com- 
pletely removing the control member 18 from within 
the band 12 and by removing the injection port 28 
through a small superficial incisioa With these compo- 
nents removed, the entire SASGB, including the rela- 
tively thin elongate portion 12c, is then removed laparo- 
scopically at the site of the stoma. One advantage of 
removing the band or a part thereof at the stoma is that 
the surgeon may wish to gain access to this area in any 
event in order to remove suturing at the stoma. 

As should be evident from the foregoing, the band 
device 10 of the present invention is more effective than 
the prior art in uniformly controlling the size of stoma 
opcnmg and, among other advantages, is less mvaave to 
the stomach wall because of the use of the inflatable 
part 24 which covers the entire pordon of band 12a that 
endrdes the stomach. The use of the thinner elongate 
portion 12 also hdps to relieve the discomfort fdt by 
some patients when the elongate portion 12C is of a 
greater thidmess. 

Although the present invention has been described 
relative to specific exemplary cmbodunents thereof, it 
will be understood by those skilled in the art that varia- 
tions and modifications an be effected in these exem- 
plary embodiments without departing from the scope 
and spirit of the invention. 
What is claimed is: 

1« A gastric banding device for forming a stoma open- 
ing in a stomach so as to restrict food intake to the lower 
digestive portion of the stomach, said device compris- 
ing: 

an dongate band member induding a band portion 
for, in use, cndrding a stomach to form a stoma 
opening in the stomach, said band member indud- 
ing a free end and an intermediate portion having a 
thickness greater than the thickness of the remain- 
der of said band member; 

an expandable section secured to said band portion of 
said band member for varying the size of the stoma 
opening 

a securing member located near said free end of said 
band member and protruding outwardly there- 
from; ^ 
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a recess, fonned in said intermediate portion of said 
band member, for receiving said securing member 
therein; and 

means, including a movable control member separate 
5 from said securing member, for positively retaining 
said securing member in said recess so that said 
band portion forms a circle of a predetermined 
fixed diameter around said stoma qpening. 

2. A gastric banding device as claimed in claim 1, 
10 whcrdn said central member comprises a moveable bolt 

for rdeasably retaining said securing member in said 
recess. 

3. A gastric banding device as claimed in daim 2, 
wherein said securing member includes a threaded hole 

15 therein in which said bolt is rebdved 

4. A gastric banding device as claimed in daim 2, 
whcrdn said bolt comprises a distal part of an elongate 
control element located within said band member and 
extending longitudinally thereof 

20 5, A gastric banding device as claimed in claim 2, 
wherein said control dement includes a proximal end 
which extends beycHid said band member for allowing 
remotdy controlled rdease of securing member from 
said recess by movement of said bolt 

25 ^, A gastric banding device as claimed in claim 2, 
further comprismg a guiding plate, located within said 
band member of on one sMc of said recess, for guiding 
the movement of said bolt, and a holding plate located 
within said band member on the other side of said re- 

30 cess, for retammg the free end of said bolt 

7. A gastric banding device as recited in claim 1, 
wherein said expandable section comprises an expand- 
able member extending -around substantially the entire 
drcumference of said band portion that, in use, endr- 

35 cles the stomach walL 

8. A gastric banding device as claimed in claim 1, 
wherdn said expandable section indudes rdaforcement 
in the ddewalls thereofl 

9. A gastric banding device as recited in claim I, 
40 further con^irising a remotely disposed fluid injection 

unit in fluid connection with said expandable section 
through said band member such that the size of the 
stoma opening can be altered by addmg or witiidrawing 
fluid to cause expansion and retraction of said expand- 
45 able section. 

10. A gastric banding device as claimed m daim 1, 
further comprising barrier means for preventing tissue 
from growmg around said securing member. 

11. A gastric banding device as claimed in claim 10, 
50 wherein said barrier means comprises a soft sponge-like 

silicone barrier dement 

12. A gastric banding device as claimed in claim 1, 
further, compri^g a thin loop extending around a pe- 
ripheral surface of said securing membw: which is re- 

55 cdved in said recess for ensuring a secure fit between 
said securing member and said recess, 

13. A method for removing a gastric band device 
including an cndrding band portion encircling a stom- 
ach so as to form a restricted stoma opening for limiting 

60 food intake to the lower digestive portion of the stom- 
ach, sdd gastric band device including an expandable 
section secured to said endrcling band portion for vary- 
ing the dze of the stomach opening, an elongate band 
portion incorporating a remotely operable securing 

65 means for retaining a locking element projecting from 
said gastric band device at a location near the distal end 
of said cndrding band portion in a locking position 
whcrdn said locking element is recdved in a recess 
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formed at an intermediate location along said gastric 
banding device so that said encircling band portion 
forms a circle of a prcdetennincd fixed diameter around 
said stoma opening, and expansion control means, lo- 
cated m the abdominal muscle wall at the proximal end 
of said gastric band devdce, for controlling expan^on 
and contraction of said expandable section, said method 
comprising the steps of; 
pro^dding an incision in the abdominal muscle wall at 

the location of said expansion control mean^ 
retracting said securing means so as to release said 

locking dement finom said recess; 
cutting said elongate band portion dose to said recess 
on a side of said recess opposite said expandable 
section, with said securing means sufGdently re- 
tracted such that the securing means is not severed 
by said cutting, so as to produce a cut portion of 
said dongate band portion; 
removing both said expansion control means and said 
cut portion of said dongate band portion through 
said incision; and 
laparoscopically removing the remainder of said gas* 
trie band device containing said recess and said 
expandable section at the location of said stoma 
opening* 

14. A method for removing a gastric band device 
including an encircling band portion encircling a stom- 
ach so as to form a restricted stoma opening for limiting 
food intake to the lower digestive portion of the stom- 
ach, said gastric band device including an e^andable 
section secured to said endrcling band portion for vary- 
ing the size of the stomach opening, an dongate band 
portion incorporating a remotdy operable securing 
means for retaining an outwardly projecting lockmg 
dement formed integral with and projecting from said 
gastric band device at a location at least near the distal 
end of said encircling band portion in a locking position 
wherein said locking dement is recdved ia a recess 
formed at an intermediate fixed distance along said 
gastric banding devdce from said locking dement so that 
said encircling band portion fonns a drde of a predeter- 
mined fixed diameter around said stoma opening, and 
expaimon control means, located in the abdominal mus- 
de wall at the proximal end of said gastric band device, 
for controlling expan^on and contraction of said ex- 
pandable section, said method compri^g the steps of: 

providing an incision in the abdominal musde wall at 
the location of said expansion control mean^ 

removing said expansion control means through said 
ind^on; 

rcleaang said outwardly projecting locking dement 
from said recess and completdy removing said 
securing means from said gastric band device 
through said mdsion; and 

laparoscopically removing said gastric band de^dce at 
the location of said stoma opening* 

15. A method for laparoscopically implanting a gas- 
tric band device including an endrcling band portion 
which, in use, endrcles a stomach so as to form a re- 
stricted stoma opening for limiting food intake to the 
lower digestive portion of the stomach, said gastric 
band device including an expandable section secured to 
said endrcling band portion for varying the size of the 
stomach opening, an elongate band portion incorporat- 
ing a remotdy operable securing means for, when the 
device is implanted, retaining an outwardly projecting 
locking dement formed integral with and projecting 
from said gastric band device at a location at least near 
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the distal end of said endrcling band portion in a lock- 
ing position wherein said locking clement is rccdved in 
a recess formed at an intermediate fixed distance along 
said gastric banding device from said locking element so 
5 that, when the band is implanted, said endrcling band 
pordon forms a circle of a predetermined &ced diameter 
around said stoma opening, and expansion control 
means, communicating \^th said expandable section 
throu^ a channel formed in said dongate band portion, 
10 for controlling expansion and contraction of said ex- 
pandable section, said method comprising the steps of: 
udng an endoscope introduced into an cannula to 
dissect tissue surroundiDg the stomach to provide a 
path for the elongate band portion of the gastric 
15 band device; 

laparoscopically intrododng the gastric band into the 
abdominal cavity such that said encircling band 
portion encircles the stomach and said locking 
element is inserted in said recess so that said encir- 
20 cUng band portion forms a circle of a fixed diame- 
ter around said stc»na opening of the stomach 
v/tdch is prcdetermiDed prior to insertion of the 
locking clement into the recess by said fixed dis- 
tance between the locking element and the recess; 
25 operating said securing means to lock said locking 
element in said recess; and 
implanting said expansion control means in the ab- 

dominal musde wall 
Id. A gastric banding device for forming a stoma 
30 opening in a stomach so as to restrict food intake to the 
lower digestive portion of the stomach, said device 
comprising: 

a ban(i member mcluding encircling band means for, 
in use, eocircHng a stomach in a single loop so as to 

35 form a stoma opemng in the stomach; 

an expandable section extending completely around 
the entire lengtii of said encircling band means so 
that, in use, the expandable section fully endrcles 
the stoma opening; and 

40 means for controlling expansion and contraction of 
said expandable section so as to control the size of 
the stoma opening 
said band means haviag a free end and said device 
further comprising a first interlocking securing 

45 means disposed at a first predetermined fixed posi- 
tion at least close to said free end and a second 
interlocldng securing means, disposed at a second 
predetermined fixed position located at an interme- 
diate portion along saM band, for interlocking with 

50 said first interlockmg securing means to provide 
securing of said free end of said band means to said 
intermediate portion of said band means at said 
second portion so that the band means forms a 
angle loop drcle of predetermined fixed diameter 

55 around the stoma opemng. 

17. A gastric banding de\dce as claimed b claim 16, 
wherein said expandable section comprises an elongate 
inflatable clement having reinforced walls. 

18. A gastric banding device as recited in claim 16, 
60 further compriring releasing means for remotely releas- 
ing said securing means. 

19. A gastric banding device for forming a stoma 
opening in a stomach so as to restrict food intake to the 
lower digestive portion of the stomach, said device 

65 comprising: 

an elongate band member including a band portion 
for, in use, cncurcling a stomach to form a stoma 
opening in the stomach, said band member includ- 
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tng a free end, and securing means for securing the 
free end of said band member to an intermediate 
portion of said band member so that said band 
portion forms a circle of a predetermined fixed 
diameter around said stoma opening, said securing 
means comprising first and second fixed interlock- 
ing means formed int^rally with the band member 
for, when interlocked, forming said band portion 
into said circle of predetcnmncd diameter; and an 
expandable section secured to said band portion of 
said band member for varying the m& of the stoma 
opening said Erst interioddng means comprising a 
securing member located near the free end of said 
band member and protruding outwardly therefrom 
and said second interlocking means comprising a 
recess formed in said band member at said interme- 
diate portion thereof for recdving said seeming 
member therdn. 
20. A gastric banding device as claimed in claim 19, 
wherein said securing means further comprises retain- 
ing means separate from said securing member for posi- 
tively retaining said securing member in said recess* 

2L A gastric banding device as claimed in claim 20, 
wherein said retaining means comprises a moveable 
bolt. 

22. A gastric banding device as claimed in claim 20, 
wherein said retaining means comprises a distal part of 
an elongate control element located within said band 
member and extending longitudinally thereof 

23. A gastric banding devices as claimed in claim 22, 
wherein said control element mcludcs a proximal end 
which extends beyond said band member for allowing 
remotely controlled release of securing member from 
said recess by movement of said retaining means. 

24. A gastric banding device as claimed in cUdm 21, 
wherdn s^d bolt has a free end, said device further 
comprising a guicKng . plate, located within said band 
member of on one side of said recess, for guiding the 
movement of said bolt, and a holding plate located 
within said band member on the other adc of the recess, 
for retaining the free end of said bolt 

25. A gastric banding device as redted in claim 19, 
wherein expandable section comprises an es^andable 
member extending aroxmd the entire drcumference of 
said band portion that, in use, encirdes the stomach 
wall in a single loop. 

26. A gastric banding device as claimed in claim 19, 
wherein said band portion of said band member Is of a 
first thickness and &e remainder of the band member is 
of a second, greater thickness. 

27. A gastric banding device as claimed in claim 19, 
wherein said expandable section includes reinforcement 
in the sidewalk thereof. 

28. A gastric banding device as redted in claim 19, 
further comprising a remotely disposed fluid injection 
unit in fluid connection with said expandable section 
through said band member such that the aze of the 
stoma opening can be altered by adding or withdrawing 
fluid to cause expanaon and retracdon of said expand- 
able section. 

29. A gastric banding device as dauned in claim 19, 
further comprising barrier means on said band member 
for preventing tissue from growing around said secur- 
ing member. 

30. A gastric banding device as claimed in claim 29 
wherein said barrier means comprises a soft sponge-like 
silicone barrier dement. 
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31, A gastric banding device as claimed in claim 19, 
further comprising a thin loop formed around the secur- 
ing member for ensuring a secure fit between said secur- 
ing member and said recess. 
5 32. A device as claimed in claim 19, wherein said 
securing means further comprises retaining means sepa- 
rate from said securing member for positively retaining 
said securing member m said recess. 

33. A method for controUmg the size of a stoma open- 
10 ing in a stomach so as to provide the restriction of food 

intake to the digestive porti<Mi of the stomach, said 
, method comprising the steps of: 

pladng an elongate band around an exterior surface 
of a stomach so that a portion of the band encircles 
the stomach; 

inserting a locldng clement formed integrally with 
and projecting outwardly from s^d band at a loca- 
tion near the distal end of the band into a recess 
formed at an intermediate location along the said 
band so as to form said band into a complete drcle 
of fixed diam^er around the stomach; and 

positivdy securing said lockmg element in said recess 
using a retaimng member separate from said lock- 
mg clement 

34. The method as redtcd in claim 33, further com- 
prising varying the amount of fluid contained in an 
expandable section located on a surface of said band in 
contact with the exterior surface of the stomach so as to 

2Q vary the size of the Stoma opening. 

35. The method as claimed in claim 33 wherein secur- 
ing of said locldng element in said recess comprises 
uang a remotely located control member connected to 
s^d retaimng member by a connector element extend- 

35 ing along the length of said band to move said retaimng 
member so as to lock said locking element in said recess. 

36. The method as claimed in claim 33 further com- 
prismg usmg a remotely located control member con- 
nected to said retaining member by a connector element 

40 extending along the length of said band to move s^d 

retaining member so as to release said locking member 

from said recess. 
37* A gastric banding device for forming a stoma 

opening in a stomach so as to restrict food intake to the 
45 lower digestive portion of the stomach, ssad device 

comprising: 

an elongate band member including a band portion 
for, m use, cndrdrng a stomach to form a stoma 
opening in the stomach, said band member includ- 

50 ing a firee end, and securing means for securing the 
ficee end of said band member to aji intermediate 
portion of said band member so that said band 
portion forms a drcle of a predetermined fixed 
diam eter around said stoma opening, said securing 

55 means compriang first and second fixed interlock- 
ing means formed integrally with the band member 
for, when intcriodccd, forming said band portion 
into said drcle of prcdetennined diametei^ and a 
retaining member separate from said first and sec- 

60 ond interlocking means for poatively securing said 
first and second mterlocking means together so as 
to prevent unlockmg thereof; and an expandable 
section secured to said band portion of said band 
member for varying the size of the stoma opening. 

65 38. A device as claimed in claim 37 further compris- 
ing a control member located at the proximal end of 
said band member and connected to said retaimng mem- 
ber by a connector element extending along the length 
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of said band member for controlling movement of said 
retaining member. 

39. A device as claimed in claim 37 wherein one of 
said first and second interlocking means comprises a 
projection and the other of said first and second Later- 
locking means comprises a recess and wherein said 
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retaining member engages said projection in said recess 
to provide locking of said projection in said recess. 

40. The device as claimed in claim 39 wherein said 
retaining member comprises a movable bolt 
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41 . A gastric banding device for formincf a stoma opening in 
a stomach so as to restrict food intake to the lower digestive 
portion of the stomach, said device being adapted for 
laparoscopic placement around the stomach and comprising: 

an elongate band member including a band portion for use, in 
use, encircling a stomach to form a stoma opening in the stomach, 
said band member including a free end, and securing means for 
securing the free end of said band member to an intermediate 
portion of said band member so that said band p ortion forms a 
circle of a predetermined fixed diameter around sai d stoma 
opening > said securing means comprising first and sec ond fixed 
interlocking means, formed integrally with the band member and 
defining said band portion therebetween, for, w hen interlocked, 
forming said band portion into said circle of predetermined 
diameter: and an expandable section, secured to an inner stomach 
facing surface of said band portion of said band me mber and 
extending substantially coextensivelv w ith said band portion, for 
varying the size of the stoma opening, said expanda ble section 
being connected bv means of a fluid tight connectio n through an 
elongate tubular member to an injection r eservoir so that said 
expandable section is in fluid communication with said injection 
reservoir. 



ABSTRACT 

An adjustable gastric banding device for regulating the 
size of a stoma opening in the stomach of t patient 
includes an elongate band portion that endrcles the 
stomach so as to limit the food intake by the digestive 
portion of the stomach. The device can be readily im- 
planted and removed usmg laparoscopic procedures. A 
locking clement protruding from a location near the 
distal end of the encircling band portion is inserted into 
a slot formed in a recdving segment at an intermediate 
location along the encircling band portion so as to form 
a circle or loop of fixed diameter. The receiving seg- 
ment has a thickness which is greater than the thickness 
of the encircling band portion and of the rear portion of 
the band. A moveable bolt secures the locking element 
in the slot The bolt can be displaced remotely, thns 
releasing the locking element and allowing easy laparo- 
scopic removal of the banding device. The entire cir- 
cumference of the stomach encircling band portion is 
covered by an expandable section in contact with the 
surface of the stomach. The size of the stoma opening 
can be adjusted by injecting into or removing fluid from 
the expandable section. 
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patent is inoperative by reason of my claiming less th^ i had a 
right to claim in the patent and, in particular, that patented 
independent claim 37 is inoperative by reason of my claiming leas 
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More particularly, a new claim 41 has been added which 
supplements the protection provided by patented claim 37 ^nd 
which does not include the following recitation: "and a 
retaining member separate from said first and second interlockxug 
means for positively securing said first and second interlocking 
means together so as to prevent interlocking thereof." 

My invention is patentable for reasons other than, and in 
addition to, the inclusion of such a retaining member and not 
presenting claim of the scope of claim 41 was an insuf f icic-ncy in 
the original claims. In addition to including all of the 
recitations in claim 37 apart from that quoted above, claim 4i 
includes the following recitations not included in claim 37: 
[said device] "being adapted for laparoscopic placement 
around the stonuach and"; 



(said interlocking means... J "and defining said band portion 
therebetween" ; 

[an expandable section secured to] "an inner stomach facing 
surface of" [said band portion] "and extending substantially 
coextensively with said band portion"; and 

"said expandable section being connected by meant? of a fluid 
tight connection through an elongate tubular member to an 
injection reservoir so that said expandable section is in fluid 
communication with said injection reservoir." _ 

These limitations further define over the prior art and 
thus, claim 41 differs in scope from claim 37 by virtue of taut 
omission therein of the "retaining member" recitation referred to 
above and the addition thereto of the recitations set forth m 
the previous paragraphs. 

These errors all arose without deceptive intent on the part 
of applicant. As set forth in the accompanying declaration of my 
patent attorney Ross F. Hunt, Jr., (1) the errors involve th*? 
failure on the part ot ray attorney to appreciate axid claim 
features other than those relating to the locking means whlt:h 
patentably distinguish the invention from the prior art and to 
instead focus the retaining member in claiming the invent ion in 
claim 37, (2) the errors were made inadvertently during the 
prosecution of the application, and (3) the errors were 
discovered subsequent to issuance of the patent duxing thf 
prosecution of corresponding foreign applications and in 
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connection with evaluation of the coverage provided by the claims 
of the U.S. patent, 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on informar.ion 
and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or 
imprisonment, or both/ under section 1001 of Title 18 of the 
United States Code, and that such willful false statemfents may 
jeopardize the validity of the application, and patent isuuing 
thereon^ or any patent to which thia verified statement is 
directed* 

Lubomyr I- Kuzmak (original sole inventor) 

A U.S. citizen, having a post office address and residence 

0-703'^ 

^£^f ■ W 

$y; Lubomyr I. Kuzmak Date: 



Livingston, 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

ATTORNEY DOCKET NO,: VII/P00212US3 

In re reissue application of ) 

KUZMAK, Lubomyr I. ) 

U,S, Patent No.: 5,449,368 ) 

Issued: September 12, 1995 ) 

For: LAPAROSCOPIC ADJUSTABLE ) 

GASTRIC BANDING DEVICE AND ) 

METHOD FOR IMPLANTATION AND ) 

REMOVAL THEREOF ) 

DECLARATION OF ROSS F. HUNT. JR. 

I, Ross F. Hunt, Jr., do hereby declare and say: 

1. I am a registered patent attorney (Reg. No. 24,082) and 
have been in the practice of patent law, as a patent Examiner and 
an attorney, for about 35 years. 

2. I am the attorney responsible for the handling of the 
prosecution of the applications on which the above-identified 
patent is based, 

3. During the prosecution of the applications that 
ultimately issued as the patent, my focus was on the locking 
assembly used to lock the band into a circle and I inadvertently 
ignored other features which also patentably define over the 
prior art. In this regard, I limited claim 37 to a separate 
retaining member for positively securing the recited first and 
second interlocking means together and did not rely on other, 
additional patentable features which are now recited in new claim 
41 and which are enumerated in the Reissue Declaration of Dr. 
Kuzmak which is submitted herewith. 



4. The errors regarding the insufficiency in the claims 
was discovered by me within the last two or three months and was 
brought home to me during the prosecution of a corresponding U.K. 
application and in connection with evaluating the scope of the 
U.S. claims. At this time, I came to appreciate that claim 37 
would still define over the prior art if the limitation regarding 
the "retaining member" were omitted and limitations added 
regarding the laparoscopic placement of the band and the 
structural details of the expandable section which are enumerated 
in the Reissue Declaration of Dr. Kuzmak. 

5. I hereby declare that all statements made herein of my 
own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or 
imprisonment, or both, under Section 1001 of Title 18 of the 
United States Code, and that such willful false statements may 
jeopardize the validity of the application, and patent issuing 
thereon, or any patent to which this verified statement is 
directed. 




Date : 
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